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July 26, 2016

National Freedom of Information Officer
U.S. Environmental Protection Agency
“™10 Pennsylvania Avenue, NW (2822T)
Washington, DC 20460

Re:  FOIA Request — Syngenta AG, Syngenta Crop Protection AG, Syn,
Crop Protection, LLC, Syngenta Biotechnology, Inc., Syngenta See
Seeds, Inc.

Dear FOIA Disclosure Officer;

I am writing to request documents and information pursuant to
regulatory approval for several Syngenta corn seed biotechnology traits a
Syngenta applied for and received EPA approval.

This law firm has been appointed as a Co-Lead of the Plaintiffs’
overseeing the prosecution of nearly 50,000 individual plaintiff claims
companies over the premature release of two of their genetically modif
were previously granted EPA approval. The litigation is pending in the
District of Minnesota court before the Honorable Judge Sipkins, Case
believe this request falls under fee category 4. We will pay fees up to
more, please contact me.

The timeframe [ am requesting documents for is from 2007 to the pi
the following documents for corn varieties that contain MIR162, BT corr
5307, Viptera, Duracade, individually or any combination of any one or
brands:

1. All registrations filed by Syngenta AG, Syngenta Croo Pro
Corporation, Syngenta Crop Protection, LLC, Syngenta ...otech
Seeds, LLC, and Syngenta Seeds, Inc. (collectively hereafter “Syn;

2. All compliance documents, reports, or memorandum required file. «, o, .qeeeee - .
parties on Syngenta’s behalf;
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All reports of quantities or locations of plantir~ including annual quantities
acres planted by state and county submitted by >yngenta or a third party on S
behalf;

Reports and information on “channeling,” separation, or segregation of th
varieties submitted by Syngenta or a third party on Syngenta’s behalf;

Reports, communications, and documents regarding compliance with grower a
or stewardship obligations submitted by Syngenta or a third party on Syngenta’s

All stewardship documents, including copies of grower agreements or ste
agreements filed with the EPA,;

Any communications regarding China, the European Union, Japan, or other
rejecting U.S. com containing any of the identified traits;

All Insect Resistance Management reports;
All Compliance Assurance Programs;

All documents conceming education programs, multimedia programs, fa
meetings, mailings of written materials, copies of the mailed written materials,
seed bag and seed bag tags, electronic communications to growers, copi
educational material Syngenta used on the internet, radio, television, and/or
commercials;

A copy of the written communication Syngenta was required to send “annuall
Bill X MIR162 X MIR 604 com user separate from the grower technical guid
EPA requirement imposed on Syngenta in 2009 related to Agisure Viptera 311
A, atp. 6);

A copy of the documents Syngenta submitted to the EPA to show complianc:
EPA’s requirement that Syngenta annually “shall revise, and expand as nec
education program to take into account the information collected through the c
survey required under paragraph 6 and from other sources. The changes sha
aspects of grower compliance that are not sufficiently high.” (See Ex. A, at p. 6)

A copy of the annual report Syngenta submitted to the EPA to show complianc
EPA’s requirement that “[a]nnually, Syngenta must provide EPA any s
changes to its grower education activities as part of the overall IRM o
assurance program report. Syngenta must either submit a separate report or co:
the report from the industry working group, Agricultural Biotechnology St
Technical Committee (ABSTC).” (See Ex. A, at p. 6); and
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14. All documents submitted by Syngenta or a third party acting on Syngenta’s | alf in
supporl of registration of each identified variety or trait.

I would be glad to discuss this request with you to provide any information that will :  your
search or avoid undue time and expense. Please contact me with any questions or concer

Aram V. Desteian

AVD:mmb

Encl.
1336866 docx
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Btll x MIR162 x MIR604 corn
EPA Reg. No. 67979-13

3) Submt/cite all data required for registration of your product under FIFRA section 3(c)(5) wh
Environmental Protection Agency (EPA) requires registrants of similar products to submit such ¢

4) Submit/cite all data and/or information, which are required to support individual plant-incorp
protectants in YieldGard® Insect Resistant Corn, MIR 162 maize, and Agrisure® RW Rootworm
Protected Corn within the time frames required by the terms and/or conditions of EPA Registrati:
Numbers 67979-1, 67979-14, and 67979-5, respectively. These data and/or information must be
determined by EPA to be acceptable.

5) This plant-incorporated protectant may be combined through conventional breeding with othe
registered plant-incorporated protectants that are similarly approved for use in combination, throi
conventional breeding, with other registered plant-incorporated protectants to produce inbred cor
and hybrid comn varieties with combined pesticidal traits.

6) You must submit the following dala and/or information in the time frames listed:

pre

ted

ines

Study Type Required Data/Information Due L

A copy of the grower agreement, associated stewardship documents, and March 3(
writien description of a system, which assure that growers will sign
grower agreements and persons purchasing Bt 1 x MIR162 x MIR604
com will annually aflirm that they are contractually bound to comply with
the requiremnents of the insect resistance management (IRM) program,

must be submirted.

Insect Resistance
Management - Grower
Agreement

12

A revised compliance assurance program {CAF) to address the items in March 3C

section 7(c) (paragraphs 16-22} of this registration notice.

Insect Resistance
Management -
Compliance

)2

7) You must commit to do the following IRM Program, consisting of the foliowing ¢lements:

e Requirements relating to creation of a refuge for the Cryl Ab, Vip3Aa20, and mCry3J A
components that meets Lhe requirements of the individual traits. The refuge for these trait:
be combined by planting non-Bacillus thuringiensis (Bt) comn as the refuge, or the refuge
trait may be planted separately. In the latter case, corn rootworm-resistant Bf corn may be
in the lepidopteran refuge for the Cryl Ab and Vip3Aa20 components, and lepidopteran-rt
Bt com may be planted in the corn rootworm refu; ‘ortl 17 y3A component.

* Requirements for Syngenta Seeds, Inc. — Field Crops - NAFTA (Syngenta) {o prepare anc
require Btl1 x MIR162 x MIR604 com users to sign grower agreements that impose bind
contractual obligations on growers to comply with the refuge requirements.
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Bt11 x MiIR162 x MIR604 comn
EPA Reg. No. 67979-13

17) Syngenta will enhance (he refuge education program throughout the seed delivery channel:

ii.

Ensure sales representatives, licensees, seed dealers, and growers recognize the
importance of correct refuge implementation and potential consequences of failure {0
the required refuge.

Include the refuge size requirement on all Bt11 x MIR162 x MIR604 corn seed bags o
tags. The Btl1 x MIR162 x MIR604 com label accepted by EPA must include how th
information will be conveyed to growers via text and graphics. This requirement may
phased in over the next three (3) growing seasons. Revised Btl11 x MIR162 x MIR604
labels must be submitied by March 30, 2012, 50% implementation on the Btl1 x MIF
MIR604 comn bags or bag tags must occur by the 2013 growing season, and full
implementation must occur by the 2014 growing season.

18) Syngenta will focus the majority of on-farm assessments on regions with the greatest risk for

resistance;

Use Bt corn adoption, pest pressure information, and other available information to
identify regions where (he risk of resistance is greatest.

Focus approximately two-thirds of on-farm assessments on these regions, with the
remaining assessments conducted across other regions where Bt11 x MIR162 x MIR6
is used.

19) Syngenta will use its available Bt]11 x MIR162 x MIR604 corn sales records and other inforr
to refine grower lists for on-farm assessments of their compliance with refuge requirements:

1.

Identify for potential on-farm assessment growers whose sales information indicates 1l
have purchased Bt11 x MIR162 x MIR604 corn but may have purchased little or no re
seed from Syngenta, licensees, or affiliated companies.

20) Syngenta will contract with third parties to perform on-farm assessments of compliance with
requirements:
i, Thethi party wik ' “ A tin farm T vel’

second-year on-farm assessments, of those growers tound out of compliance in a first-
assessment.
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Btil x MIR162 x MIR604 comn
EPA Reg. No. 67979-13

iv.

vi.

vil.

viii.

Syngenta must develop a proactive resistance monitoring program for northemn corn
rootworm (Diabrotica barberi) by the 2012 season, with reporting in 2013. This prog
should include a proposal for annual sampling and testing of northern corn rootworm
susceptibility to mCry3A. As parl of the effort, Syngenta may need to investigate nov
techniques for rearing and conducting bioassays with northern corn rootworm.

Syngenta must submit revised comn rootworm damage guidelines (to characterize une:
pest damage). The revised guidelines must take into consideration the comments and
recommendations frorn EPA’s June 30, 2010 review of the rootworm resislance moni
program for mCry3A.

Syngenta must follow-up on grower, extension specialist, or consultant reports of
unexpected damage or control failures for corn rootworm.

Syngenta must provide EPA with a resistance monitoring report on or before August
each year, reporting on populations collected the previous year.

The following program summary describes, in order or events, the steps that must be -
to implement a remedial action plan if resistance to comn rootworm is confirmed (this
general process has been implemented for other lepidopteran and corn rootworm 5f ¢
products).

1. Definition of Suspected Resistance. Resistance will be suspected if investigations
unexpected damage reports show that:

. implicated maize plant roots were expressing the mCry3 A protein a
expecled level,
o alternative causes of damage or lodging, such as nontarget pest inse

species, weather, physical damage, larval movement from alternate
planting errors, and other reasonable causes for the observations, ha
been ruled out;

» the level of damage exceeds guidelines for expected damage.

11
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Btll x MIR162 x MIR604 com

EPA Reg. No. 67979-13

If resistance is suspected, Syngenta will instruct affected growers to use alternate
control measures such as adulticide treatment, crop rotation the following year, or
soil or seed insecticides the following year. These measures are intended to reduce
possibility of potentially resistant insects contributing to the following year’s pest

population.

2. Confirmation of Resistance. Resistance will be confirmed if all of the following ¢
are met by progeny from the target pest species sampled from the area of suspecte:

resislance:;

Lhe proportion of larvae that can feed and —irvive  mCry3A roots
neonate to adult is sig~i“~antly higher thw.. the bi._.ine proportion
(currently being estat d);

the L.Csy of the test pormlation exceeds the upper limit of the 95%
confidence interval fc.. .he LCsq0f a standard unselected population
survival in the diagr  ic assay is ifican © g~ -“zr than that of 2
standard unselected population, ac _..ablished b, ...: ongoing basel
monitoring program,

the ability to survive is heritable;

mCry3A plant assays determine that damage caused by surviving in
would exceed economic thresholds; and

the identified freque -7 of field sistance could lead to widespread
product failure if subsequent collections in the aff ed field area(s)
demonstrated similar bioassay results.

3. Response to Confirmed Resistance. When resislance is confirmed, the
following steps will be taken:

EPA will receive notification within thirty {30) days of resistance
confirmation;

| ex willl ified about conf
resistance,

affected customers and extension agents will be encouraged to emp
alternative com rootworm control measures;

12
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Btll x MIR162 x MIR604 comn
EPA Reg. No. 67979-13

recognized that it may not be possible to collect the target number of insect populations or genom
to factors such as natural fluctuations in pest density, environmental conditions, and area-wide pe:
suppression.

The sampling program and geographic range of collections may be modified as appropriate based
changes in pest importance and for the adoption levels of Bt1{ x MIR162 x MIR604 corn. EPA st
consulted prior to the implementation of such modifications.

Syngenta will report to EPA, on or before August 31* of each year, the results of the population
sampling and bioassay monitoring program.

Any incidence of unusually low sensitivity to the Cryl Ab and/or Vip3Aa20 proteins in bioassays :
be investigated as soon as possible to understand any field relevance of such a finding. Such
investigations shall proceed in a stepwise manner until the field relevance can be either confirmed
refuted, and results of these shall be reported to EPA annually on or before August 31*. The
investigative steps will inciude the following:

1. Re-test progeny of the collected population to determine whether the unusual bioassay
response is reproducible and heritable. If it is not reproducible and heritable, no further
action is required.

2. If the unusual response is reproducible and heritable, progeny of insects that survive the
diagnostic concentration will be tested using metheds that are representative of exposure to
Btl1l x MIR162 x MIR604 corn under field conditions. If progeny do not survive to adulthood
suspected resistance is not field relevant and no further action is required.

3. If insects survive steps | and 2, resistance is confirmed, and further steps will be taken to
evaluate the resistance, These steps may include the {ollowing:

o determining the nature of the resistance (i.e., recessive or dominant, and the level of functi
dominance);

s estimating the resistance allele frequency in the original population;
o determining whether the registance-allele frequency is increasing by analyzing field collect

subsequent years sampled from the same site where the res  ince alle s} was originally
collected;
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Bt11 x MIR162 x MIR604 com
EPA Reg. No. 67979-13

« determining the geographic distribution of the resistance allele by analyzing field collectic
subsequent years from sites surrounding the site where the resistance allele(s) was original
collected.

Should field-relevant resistance be confirmed, and the resistance appears to be increasing or sprea

Syngenta will consult with EPA to develop and implement a case-specific resistance management
plan,

Investigation of Reports of Unexpected Levels of Damage by the Target Pests

Syngenta will follow up on grower, extension specialist, or consultant reporis of unexpected level:
damage by the lepidopteran pests listed on the pesticide label. Syngenta will instruct its customers
contact them if such incidents occur. Syngenta will investigate all legitimate reports submitted to !
company or the company's representatives,

If reports of unexpected levels of damage lead to the suspicion of resistance in any of the key targ
(ECB, SWCB, and CEW), Syngenta will implement the actions described below, based on the fol
definitions of suspected resistance and confirmed resistance.

Suspected Resistance

EPA defines suspected resistance to mean field reports of unexpected levels of insect-feeding dan
for which:

¢ the corn in question has been confirmed to be lepidopteran-active Bf corn;
o the seed used had the proper percentage of corn expressing B protein;
¢ the relevant plant tissues are expressing the expected level of B protein; and

¢ it has been ruled out that species not susceptible to the protein could be responsible for the

damage, that no climatic or cultural reasons could be respensible for the damage, and that 1

there could be no other reasonable causes for the damage.

EPA does not interpret suspected resistance to mean grower rcporis ol possible control failures or
suspicious results from annual insect monitoring assays, nor does EPA intend (hat extensive field :
and testing be undertaken to confirm scientifically the presence of insects resistant to Btl1 x MIR’

MIR604 corn in commercial production fields before responsive measures are undertaken.
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The second option is planting separate refuge areas for corn borers and corn rootworms,
corn borer refuge must be planted with corn that is not a lepidopteran-protected Bt hybrid, r
represent at least 20% of the grower’s corn acres (i.e., sum of Btl11 x MIR162 x MIR604 -
acres and com borer refuge acres), and must be planted within % mile of the Bt11 x MIR L
MIR604 corn field. Refuge planting options inciude separate fields, blocks within fields (
along the edges or headlands), perimeter strips (i.e., strips around the field), or in-field strip:
perimeter or in-field strips are implemented, the strips must be at least 4 consecutive rows w
The co rer refuge can be treated with a soil-applied or seed-applied insecticide for
rootworm larval control or a non-Bt foliar-applied insecticide for com borer control, if
pressure reaches an economic threshold for damage. Economic thresholds will be determ
using methods recommended by local or regional professionals (e.g., Extension Service agen
crop consultants).

The com rootworm refuge must be planted with corn that is not a corn rootworm-protecte
hybrid, must represent at least 20% of the grower's com acres (i.e., sum of Btl1 x MIR1
MIR604 com acres and com rootworm refuge acres), and must be planted as an adjacent bl
perimeter strips (i.e., strips around the field), or in-field strips. If perimeter or in-field strip:
implemented, the strips must be at least 4 consecutive rows wide. If the com rootworm refu
planted on rotated ground, then Bt11 x MIR162 x MIR604 com must also be planted on roi
ground. If the com rootworm refuge is planted in continuous comn, the Btll x MIRI
MIR604 corn field may be planted on cither continuous or rotated land. More generally, the
rootworm refuge should utilize comparable agronomic practices as the Btll x MIRMt
MIR604 com acres. The corn rootworm refuge can be treated with a soil-applied or seed-ap
insecticide to control corn rootworm larvae and other soil pests. The com rootworm refuge
also be treated with a non-Bt foliar insecticide for control of late season pests, if pest pre:
reaches an economic threshold for damage; however, if com rootworm adults are present a
time of foliar applications, then the Btl1 x MIR162 x MIR604 com field must be treated
similar manner. Economic thresholds will be determined using methods recommended by

or regional professionals (e.g., Extension Service agents or crop consultants). Pests other
adult corn rootworms can be treated on the corn rootworm refuge acres without treating the

x MIR162 x MIR604 com acres only if treatment occurs when adult corn rootworms ar
present or if a pesticide without activity against adult corn rootworms is used. Pests on the

x MIR162 x MIR604 com acres can be treated as needed without having to treat the

rootworm refuge.

The following is a schematic of separate refuge deployment op

ngenta Seeds, Ine. CROO7-EPA-1 Pa
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